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Driven.

https://www.cadth.ca/

. . .. T f . .
Genericname e Indication ypeo Link Recommendation Info on costs
name document

The CADTH Canadian Plasma Protein Product Expert

https://www.ca ~ Committee (CPEC) recommends that At1-Pl (human)
Maintenance treatmentin adults dth.ca/sites/def ~ (Zemaira) be reimbursed for maintenance treatment in  Treatment with
Alphai- ; , CADTH ; ; ) - . i _
" with severe alphat-proteinase . ault/files/DRR/2  adults with severe A1-PI deficiency (e.g., genotypes PiZZ, Zemaira o
!)ro.te.mase ) inhibitor deficiency(e.g., Relmburseme‘nt 022/STo702%20  Piz(null), Pi(null,null), PiSz) and clinical evidence of expected to cost
inhibitor Zemaira genotypes PizZ, Piz(null), recommendation Zemaira%20- emphysemaonly if the conditions listed are met: approximately
(o) Pi(null,null), or PiSZ) and %20CADTH%20F ®Zemaira should be reimbursed in adults with severe A1- $101,748 per
clinical evidence of emphysema 02/05/2022 inaj350Rectk20 Pl deficiency (e.g, genotypes Pizz, Piz(null), Pi(null,null), patientannually.
Final.pdf PiSZ) and clinical evidence of emphysema
e Patients mustbe nonsmokersfor at least6 months
https://www.ca CADTH recommends that Intrarosa should be reimbursed by
dth.ca/sites/def public drug plans for the treatment of postmenopausal Treatment with
Gl ault/files/DRR/2  vulvovaginalatrophy (VVA)if certain conditions are met: Intrarosa is
Prasterone Intrarosa Treatmentof postmenopausal rz(zl)nr:qbnli;s:g;(:ig; 022/SR0707%20 e Reimburse in a similar manneras currently funded vaginal expected to cost
vulvovaginalatrophy Intrarosa%20-  estrogen products. approximately
%20CADTHZ%20F ePrasterone should be negotiated so that its price does not $532 per patient
EEiss 2t inal%20Rec- exceed the least costly vaginal estrogen productperyear
meta.pdf reimbursed for the treatment of postmenopausal VVA.
CADTH recommends that Qinlock be reimbursed by
public drug plans for the treatment of adult patients
with advanced gastrointestinal stromal tumour (GIST) if
certain conditionsare met:
https://www.ca  1-Treatment with ripretinib should only be reimbursed
dth.ca/sites/def ~ when initiated in adults (= 18 years) with GIST who meet Tr.eatm.ent .
Treatment of adult patientswith R ault/files/DRR/>  all of the following: with Qinlock is
advancedgastrointestinal Reimbursement 022/PC0265%20 1. progression on or intolerance to imatinib, sunitinib, expected  to
Ripretinib Qinlock B SEES recommendation Qinlock%20- andregorafenib cost

received prior treatmentwith approximately

%20Confidentia 2. adequatehematologicaland organ function.

imatinib, sunitinib, and 1%20Final%20CA 2. Patientsshould have good PS. $18,171  per
fonib 16/05/2022 e . ; atient per 28
regorafeni DTHZ20Rec- 3. Patientsmust not have any of the following: P P
meta.pdf 1. active central nervous systemmetastases days

2.clinically significant cardiac conditions or other
comorbidities

3.gastrointestinal problems preventing the ingestion or
absorption of oral medications

NEWSLETTER di HTA - May 2022 1


https://www.cadth.ca/sites/default/files/DRR/2022/ST0702 Zemaira - CADTH Final Rec Final.pdf
https://www.cadth.ca/sites/default/files/DRR/2022/ST0702 Zemaira - CADTH Final Rec Final.pdf
https://www.cadth.ca/sites/default/files/DRR/2022/ST0702 Zemaira - CADTH Final Rec Final.pdf
https://www.cadth.ca/sites/default/files/DRR/2022/ST0702 Zemaira - CADTH Final Rec Final.pdf
https://www.cadth.ca/sites/default/files/DRR/2022/SR0707 Intrarosa - CADTH Final Rec-meta.pdf
https://www.cadth.ca/sites/default/files/DRR/2022/SR0707 Intrarosa - CADTH Final Rec-meta.pdf
https://www.cadth.ca/sites/default/files/DRR/2022/SR0707 Intrarosa - CADTH Final Rec-meta.pdf
https://www.cadth.ca/sites/default/files/DRR/2022/SR0707 Intrarosa - CADTH Final Rec-meta.pdf
https://www.cadth.ca/sites/default/files/DRR/2022/SR0707 Intrarosa - CADTH Final Rec-meta.pdf
https://www.cadth.ca/sites/default/files/DRR/2022/PC0265 Qinlock - Confidential Final CADTH Rec-meta.pdf
https://www.cadth.ca/sites/default/files/DRR/2022/PC0265 Qinlock - Confidential Final CADTH Rec-meta.pdf
https://www.cadth.ca/sites/default/files/DRR/2022/PC0265 Qinlock - Confidential Final CADTH Rec-meta.pdf
https://www.cadth.ca/sites/default/files/DRR/2022/PC0265 Qinlock - Confidential Final CADTH Rec-meta.pdf
https://www.cadth.ca/

CADTH 5
Driven.
https://www.cadth.ca/

CADTH recommends that Retevmo be reimbursed by
public drug plans for the treatment of adult patients  Treatment with

with metastatic rearranged during transfection (RET) ~ Retevmo is
https://www. fusion-positive non-small cell lung cancer (NSCLC), if estimated to
cadth.ca/sites  certain conditions are met: cost $11,172to
As monotherapy for the CADTH [default/files/ 1.Treatment with selpercatinib should be reimbursed $14,896 per 28
O ) DRR/2022/PC when initiated in adult (= 18 years) patients with days if given 120
Selpercatinib Retevmo _fusion-positive Reimbursement . o) 0Rete  metastatic RET fusion-positive NSCLC who meet one  mg
non-smallcell lung cancer in recommendation VMO%20- of the following criteria: to 160 mg orally
adult patients %0CADTHZ2 1. forfirst-line treatment twice daily
18/05/2022 OFinal%20Rec- 2. afterprior systemictherapy depending on
meta.pdf 2. Patientmust have: whether the
1. good performance status patient’s weight
2.clinically stable CNS disease or no brain exceeds50 kg.
metastases.
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https://www.cadth.ca/sites/default/files/DRR/2022/PC0261 Retevmo - CADTH Final Rec-meta.pdf
https://www.cadth.ca/sites/default/files/DRR/2022/PC0261 Retevmo - CADTH Final Rec-meta.pdf
https://www.cadth.ca/sites/default/files/DRR/2022/PC0261 Retevmo - CADTH Final Rec-meta.pdf
https://www.cadth.ca/sites/default/files/DRR/2022/PC0261 Retevmo - CADTH Final Rec-meta.pdf
https://www.cadth.ca/sites/default/files/DRR/2022/PC0261 Retevmo - CADTH Final Rec-meta.pdf
https://www.cadth.ca/sites/default/files/DRR/2022/PC0261 Retevmo - CADTH Final Rec-meta.pdf
https://www.cadth.ca/

https://www.has-sante.fr/

Generichame ﬁ;?: Indication dzz:_'::‘t Link Recommendationand améliorationdu service médical rendu (ASMR)
https://www. .. . ; L. L,
has- Autorisation d’accés précoce octroyée a la spécialité RADELUMIN ([18F]PSMA-
Ece.frf'cmsY 1007) dans I'indication « Ce médicament est a usage diagnostique uniquement.
RADELUMIN est destinéala Avisde laCT il RADELUMIN est destiné a la tomographie par émission de positons (TEP).
[18F]PSMA-1007 Radelumin tomographiepar émissionde radelumin- La TEP aprés injection de RADELUMIN est indiquée chez un patient en récidive
positons (TEP). 04/05/2022 m biologique d’un cancer de la prostate, traité initialement de facon radicale, avec
1001 p——— réaugmentation de la concentra-tion sérique d'antigéne spécifique de la prostate
de-la-prostate (PSA).
En monothérapie dansle traitement
des patientsadultesatteintsd’un
cancer bronchique non a petites https://www. Autorisationd’accésprécoce octroyée a la spécialité RYBREVANT dans I'indication
cellules(CBNPC)avancéavec . has- « En monothérapie dans le traitement des patients adultes atteints d’un cancer
. mutations activatrices du récepteur AvisdelaCT sante.fr/jcms/ bronchique non a petites cellules (CBNPC) avancé avec mutations activatrices du
Amivantamab  Rybrevant g, facteurde croissance épidermique p_3336657/fr/ récepteur du facteur de croissance épidermique (EGFR) par insertion dans ’'exon
(EGFR)parinsertion dansl’exon 20, 02/05/2022 rybrevant- 20, aprés échec d’un traitement a base de sels de platine et en situation de dernier

apres échec d’un traitementa base amivantamab recours
de sels de platineet en situation de
dernierrecours

Traitementdu psoriasis en plaques
sévere de |'adulte qui nécessiteun

traitement systémique, enimpasse
U R > Autorisation d’acceés précoce refusée a la spécialité BIMZELX dans I’indication «

thérapeutique et présentantun :
peutiq b . https: fwww, Traitement du psoriasis en plaques sévere de I'adulte qui nécessite un traitement

retentissement psychosocial AvisdelacT has- . . he . . .

important. Impasse thérapeutique : nte frficm systemlqug, .en impasse t erapeu’,uque e.:t présentant un reterftlssem.ent
Bimékizumab  BimzelX  en cas de contre-indication o5/ s;ﬂ_te_ﬁg_slfr psychosocial important. Impasse thérapeutique : en cas de contre-indication,

i 02 0 2022 — " z ' £ A z . ) . B
d'intolérance oud'échec tous les 5 p_3336_6_45/_lim2 I d lntPIgrance oucg).ec[he.ca tous l;s r[neganlsmesd.Ta[\T:lon de.sltLraltemfe::cs L
GeaniEmesd acismeEs iEfEmEe imekizumat systémiques nonbiologiques et biologiques (anti a, anti-IL17,anti-IL23 et anti-

systémiquesnonbiologiques et 12823).

biologiques (antiTNFa, anti-IL17, anti-
IL23 et anti-IL12 & 23).
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https://www.has-sante.fr/jcms/p_3337433/fr/radelumin-18f-psma-1007-cancer-de-la-prostate
https://www.has-sante.fr/jcms/p_3336657/fr/rybrevant-amivantamab
https://www.has-sante.fr/jcms/p_3336645/fr/bimzelx-bimekizumab
https://www.has-sante.fr/

Degarelix

Evolocumab

Genericname |Brand name

Firmagon

Repatha

Type of

Indication
document

Traitementdu cancerdela
prostate hormono-dépendant
localiséa hautrisque
oulocalementavancé en
associationavec une
radiothérapie.

- Traitementnéoadjuvanta
une radiothérapie chezles
patientsprésentantun
cancer de la prostate
hormono-dépendant localisé a
haut risque ou localement
avancé.

Avisde laCT

20/05/2022

eHypercholestérolémieet
dyslipidémie mixte
eHypercholestérolémie
familiale

Avisde laCT

17/05/2022

Link

https://www.h
as-
sante.fr/jcms/p
_3338772/fr/fir
magon-
degarelix-
cancer-de-la-

prostate

https://www.h

as-

sante.frfjcms/p
3338762/fr/re

patha-
evolocumab-

hypercholester
olemie-

familiale-
heterozygote-
hfhe

https://www.has-sante.fr/

Recommendationand amélioration du service médicalrendu

(ASMR)

Nouvelles indications. Avis favorable au remboursement dansle :

e Traitement du cancer de la prostate hormono-dépendantlocalisé a haut risque
ou localementavancé en associationavec une radiothérapie.

eTraitement néoadjuvant a une radiothérapie chez les patients présentant un
cancer de la prostate hormono-dépendant localisé a haut risque ou localement
avancé.

la Commission considére que FIRMAGON (dégarélix) n’apporte pas
d’amélioration du service médical rendu (ASMR V) dans la prise en charge du
cancer de la prostate hormonodépendant localisé a haut risque ou localement
avancé, en néoadjuvant a une radiothérapie ou en association avec la
radiothérapie.

Nouvelles indications

eAvis favorable au remboursement chez les enfants et adolescents a partir de 10
ans présentant une hypercholestérolémie familiale hétérozygote (HFHe),
insuffisamment contrélée (LDL-c > 1,30 g/L) par un traitement oral maximal
toléré, en complément d’unrégime alimentaire, et:

- en associationa un traitement hypolipémiant optimisé;

-en monothérapie en cas de contre-indication ou d’intolérance avérée a la fois
aux statines et a I’ézétimibe.

eAvis favorable au remboursement chez les enfants et adolescents agés de 10 et
11 ans, présentantune hypercholestérolémie familiale homozygote(HFHo)en
associationavec d’autres thérapies hypolipémiantes.

Avis défavorableau remboursementdans les autres situations cliniques de
I’AMM, notamment en cas de traitement hypolipémiant non optimisé.

REPATHA (evolocumab) apporte une amélioration du service médical rendu
mineure (ASMR 1V) a la prise en charge des enfants de 10 ans a 11 ans présentant
une hypercholestérolémie familiale homozygote, en association avec d’autres
thérapies hypolipémiantes
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https://www.has-sante.fr/jcms/p_3338772/fr/firmagon-degarelix-cancer-de-la-prostate
https://www.has-sante.fr/jcms/p_3338772/fr/firmagon-degarelix-cancer-de-la-prostate
https://www.has-sante.fr/jcms/p_3338762/fr/repatha-evolocumab-hypercholesterolemie-familiale-heterozygote-hfhe
https://www.has-sante.fr/jcms/p_3338762/fr/repatha-evolocumab-hypercholesterolemie-familiale-heterozygote-hfhe
https://www.has-sante.fr/

HAS

document
h h

Inebilizumab

Mépolizumab

Osimertinib

Uplizna

Nucala

Tagrisso

en monothérapiedansle
traitement des troubles du
spectre de la neuromyélite
optique (TSNMO) chez les
patientsadultes qui sont
séropositifs pour les
immunoglobulinesG
antiaquaporine-4 (AQP4-1gG

syndrome
hyperéosinophilique
lymphoideou idiopathique
insuffisamment controlé.

traitementadjuvantapres
résection tumorale complete
et aprés chimiothérapie
adjuvante si indiquée des
patientsadultesatteintsd’un
cancer bronchique nona
petites cellules (CBNPC)de
stade B - IlIA avec mutations
activatrices du récepteur du
facteur de croissance
épidermique (EGFR)par
délétionde ’exon19 ou
substitution de ’exon21
(L858R).

Avis de laCT

30/05/2022

AvisdelaCT

30/05/2022

Avis de la CT

30/05/2022

https://www.has-sante.fr/

Recommendationand amélioration du service médicalrendu

as-
sante.fr/fjcms/p
_3341895/fr/upl
izna-
inebilizumab-
maladies-du-
spectre-de-la-
neuromyelite-
optiqgue-nmosd

Autorisation d’accés précoce octroyée a la spécialité UPLIZNA (inebilizumab)
dans I'indication « en monothérapie dans le traitement des troubles du spectre
de la neuromyélite optique (TSNMO) chez les patients adultes qui sont
séropositifs pour les immunoglobulines Gantiaquaporine-4 (AQP4-1gG »

Nouvelle indication. Avis favorable au remboursement en traitement
mﬁﬂw additionnel, chez les patients adultes qui présentent un syndrome
santefrficms/p_33 hyperéosinophilique lymphoide ou idiopathique insuffisamment controlé. Avis
M&IM défavorableauremboursement dansles autres situations de ’AMM.
mepolizumab-

w .. NUCALA (mépolizumab) apporte une amélioration du service médical rendu
hypereosinophiliq e re (ASMR 1V) dans la stratégie de prise en charge du syndrome
= hyperéosinophilique lymphoide ou idiopathique insuffisamment controlé.

Nouvelle indication. Avis favorable au remboursement uniquement dans le
traitement adjuvant apreés résection tumorale compléte et aprés chimiothérapie
adjuvante siindiquée des patients adultes atteints d’un cancer bronchique non a
https://www.has- petites cellules (CBNPC) de stade 1B — IlIA avec mutations activatrices du

nte.frficms/p_33 récepteur du facteur de croissance épidermique (EGFR) par délétion de I’exon 19
13529/fr/tagrisso- ou substitution de I’exon 21(L858R).
osimertinib- Avis défavorableau remboursement dansles autres situations adjuvantes.

ncer-

bronchique-non-a- La Commission de la Transparence considére que TAGRISSO (osimertinib), en
petites-cellules-  traitement adjuvant, apporte une amélioration du service médical rendu mineure
cbnpc (ASMR V) par rapport a la stratégie de prise en charge actuelle du CBNPC de
stade IB-11lAavec mutations activatrices de ’EGFR par délétion de I’exon 19
ou substitution de I’exon 21 (L858R) apreés résection tumorale compléte et
chimiothérapie adjuvante si indiquée.
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https://www.has-sante.fr/jcms/p_3341895/fr/uplizna-inebilizumab-maladies-du-spectre-de-la-neuromyelite-optique-nmosd
https://www.has-sante.fr/jcms/p_3341895/fr/uplizna-inebilizumab-maladies-du-spectre-de-la-neuromyelite-optique-nmosd
https://www.has-sante.fr/jcms/p_3341449/fr/nucala-mepolizumab-syndrome-hypereosinophilique
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https://www.has-sante.fr/

Genericname |Brand name

Pembrolizumab Keytruda

Roxadustat Evrenzo

Sofosbuvir/

Velpatasvir Epclusa

document

KEYTRUDA, en associationa
une chimiothérapiedansle
traitement des patients
adultesatteintsd’un cancer
du sein triple négatif
localementrécurrent non
résécable ou métastatique,
dontles tumeurs expriment
PD-L1avec un CPS > 10 et qui
n'ont pas requ de
chimiothérapie antérieure
pour la maladie métastatique.

Avis de la CT

30/05/2022

traitement de ’lanémie
symptomatiqueassociée a
une maladierénale chronique
uniquementchezles patients
adultesqui ne sont pas déja
traités par un agent stimulant
I’érythropoiése (ASE), non
dialysésou dialysésdepuis
moins de 4 mois.

Avis de laCT

02/05/2022

EPCLUSAest indiqué pour le
traitement de’infection
chronique par le virus de
I’hépatite C (VHC) chezles
patientsagésde 3 anset plus

Avisde laCT

https://www.has-
sante.fr/jcms/p_33

https://www.has-sante.fr/

Recommendationand améliorationdu service médicalrendu

Nouvelle indication. Avis favorable au remboursement dans [I'extension
d’indication : KEYTRUDA, en association a une chimiothérapie dans le traitement
des patients adultes atteints d’un cancer du sein triple négatif localement
récurrent non résécable ou métastatique, dont les tumeurs expriment PD-L1
avec un CPS 2 10 et qui n'ont pas recu de chimiothérapie antérieure pour la

38759/fr/keytruda- maladie métastatique.

pembrolizumab-
cancer-du-sein-

triple-negatif

https://www.has-
sante.fr/jcms/p_33
34259/fr/evrenzo-

roxadustat-
anemie-

symptomatique

KEYTRUDA, en association a une chimiothérapie, apporte une amélioration du
service médical rendu modérée (ASMR IlII) par rapport a la chimiothérapie seule
dans le traitement de premiere ligne des patients adultes atteints d’un cancer du
sein triple négatif localement récurrent non résécable ou métastatique, dont les
tumeurs expriment PD-L1avec un CPS = 10.

Premiére évaluation. Avis favorable au remboursement dans le traitement de
I’anémie symptomatique associée a une maladie rénale chronique uniquement
chez les patients adultes qui ne sont pas déja traités par un agent stimulant
I’érythropoiése (ASE), non dialysésou dialysésdepuis moins de 4 mois.

Avis défavorable au remboursement dans les autres populations de TAMM, c’est-
adire:

etous les patients qui recoivent déja un traitement par ASE, qu’ils soient dialysés
ou non,

e |es patients dialysésdepuis au moins 4 mois qui ne sont pas déja traités par un
ASE.

la Commission de la transparence considere qu’EVRENZO (roxadustat) n’apporte
pas d’amélioration du service médical rendu (ASMR V) en comparaison aux
agents

stimulant I’érythropoiése (ASE) dans le traitement de 'anémie symptomatique
associée a une MRC chez les patients adultes non dialysés ou dialysés depuis
moins de 4 mois et n’étant pas en cours de traitement parun ASE.

Nouvelle indication. Avis favorable au remboursement dans I’extension
d’indication au traitement de 'infection chronique par le virus de I’hépatite C

https://www.has- (VHC) chez les enfants agés de 3 ans a moins de 6 ans. Avis favorable au
sante.fr/upload/do remboursement des nouvelles présentations EPCLUSA (sofosbuvir/velpatasvir)

s/evam T- 200 mg/50 mg et 150 mg/ 37,5 mg, en granulés enrobés en sachet chez les
19718 _EPCLUSA P enfants a partir de 6 ans dans les mémes conditions que les présentations déja

IC_INS_AvisDef C
T19718_CT19722.
df

inscrites.

EPCLUSA (sofosbuvir/velpatasvir) apporte, comme chez I’adulte, une
amélioration du service médical rendu mineure (ASMR 1V) dans la prise en
charge de I’hépatite C chronique chez les enfants&gés de 3 ans a moins de 6 ans.
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HAS

. Type of . Recommendationand améliorationdu service médicalrendu
Genericname [Brand name Link
document ASMR

Sofosbuvir/
Voxilaprévir/ Vosevi
Velpatasvir

Sotorasib Lumykras

Tofacitinib Xeljanz

https://www.has-
sante.fr/jcms/p_33

Traitementde I'infection

chronique par le virus de AvisdelaCT Slhesa
o] 37938/fr/vosevi-
I’hépatite C (VHC) chezles sofosbuvir/-

patientsdgésde 12 ans et plus 17/05/2022
et pesantau moins 30 kg.

voxilaprevir/-
velpatasvir-vhc

Traitementdes patients

. https://www.h
adultesatteintsd’un cancer

https://www.has-sante.fr/

Nouvelle indication. Avis favorable au remboursement dans le traitement de
P’infection chronique par le virus de I’hépatite C (VHC) chez les patients agés de
12 ans et plus et pesantau moins 30 kg.

VOSEVI (sofosbuvir [velpatasvir [voxilaprévir) apporte, comme chez I'adulte, une
amélioration du service médical rendu mineure (ASMR IV) dans la prise en
charge de I’hépatite C chronique chez les adolescents agés de 12 ans a moins de
18 ans.

Autorisation d’accés précoce octroyée a la spécialité LUMYKRAS (sotorasib)
dans P'indication « en monothérapie dans le traitement des patients adultes
atteints d’un cancer bronchique non a petites cellules (CBNPC) avancé,
présentant la mutation KRAS G12C, dont la maladie a progressé apres au moins
une ligne de traitement systémique antérieur ».

Inscription (solution buvable) et nouvelle indication (comprimé). Avis favorable
au remboursement dans le traitement de [Parthrite juvénile idiopathique
polyarticulaire active (polyarthrite a facteur rhumatoide positif [RF+] ou négatif
[RF-] et oligoarthrite étendue) et du rhumatisme psoriasique (RP) juvénile chez
les patients agés de 2 ans et plus, ayant présenté une réponse inadéquate a un
traitement par DMARD antérieur.

Le tofacitinib peut étre administré en association au méthotrexate (MTX) ou en
monothérapie en cas d’intolérance au MTX ou lorsque la poursuite du traitement
avecle MTX est inadaptée.

bronchique non a petites inte frficms/
cellules(CBNPC)avancé, AvisdelaCT ’ 88/fr/lu
présentant la mutation KRAS mvkras-
G12C,dont la maladiea 04/05/2022 sotorasib-
progressé aprés au moins une neer-du-
ligne de traitement mon
systémique antérieur ]

Traitementdu cancerdela

prostate hormono-dépendant

localiséa haut risque

ou localementavancé en https://[www.has-
associationavec une sante.fr/jcms/p_33
radiothérapie. 37941/fr/xeljanz-
- Traitementnéoadjuvanta Avis de la CT tofacitinib-

une radiothérapie chezles arthrite-juvenile-
patientsprésentantun idiopathique-
cancer de la prostate 2Eis 22z polyarticulaire

hormono-dépendant localisé a
haut risque ou localement
avancé

XELJANZ (tofacitinib) n’apporte pas d’amélioration du service médical rendu
(ASMR V) dans la stratégie de prise en charge des arthrites juvéniles
idiopathiques polyarticulaires (polyarthrite a facteur rhumatoide positif [RF+] ou
négatif [RF-] et oligoarthrite étendue) et du rhumatisme psoriasique (RP)
juvénile chez les patients agés de 2 ans et plus, ayant présenté une réponse
inadéquate aun traitement par DMARD antérieur.

*Esclusi dal report i seguenti medicinali valuati da HAS perché si tratta di rivalutazioni, di generici, oppure di confezioni complementi di gamma: acide acétylsalicylique
(ASPIRINE PROTECT); bétaméthasone (CELESTENE); cloxacilline sodique (CLOXACILLINE STRAGEN); delamanide (DELTYBA); émulsion lipidique 20%, glucose 19 %, solution
d’acides aminés 10 % avec électrolytes (SMOFKABIVEN NUTRIBASE E); simoctocog alfa (NUWIQ); Vaccin diphtérique, tétanique, coquelucheux (acellulaire,
multicomposé), de I'hépatite B (ADNr), poliomyélitique (inactivé) et conjugué de I'Haemophilus de type b (adsorbé) (VAXELIS).
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https://www.has-sante.fr/

ICERE

INSTITUTE FOR CLINICAL
AND ECONOMIC REVIEW

|\)WiG

Avacopan

T
[G22-05] avneos
Burosumab Crvsvita
[A22-12] y

Severe, active granulomatosis
with polyangiitis (GPA) or
microscopic polyangiitis
(MPA) in combination with
rituximab or
cyclophosphamide

Patientswith X-linked
hypophosphataemia (XLH)
aged18 yearsand older

Dossier
assessment

16/05/2022

Dossier
assessment

02/05/2022

.de/en/projects/g2

2-05.html

https://www.iqwig

2-12.html

document

deJen/projects/a> Added benefitnot

proven

https://icer.org/

No new reports.

https://www.igwig.de/en/home.2724.html

In accordance with §35a (1) Sentence 11 Social Code
Book (SGB) V, the added medical benefit of orphan
drugs is deemed as proven by the fact that they have
been approved. On behalf of the Federal Joint
Committee (G-BA), IQWiG therefore solely assesses the
information on patient numbers and costs in the
pharmaceutical company'sdossier.

After completion of the assessment by IQWiG the
Federal Joint Committee (G-BA) conducts a
commenting procedure. The resolution on the extent
of added benefit is passed by the G-BA after the
hearing. Further information and the decision on the
early benefit assessment can be found on the relevant
page of the G-BA Website.

After completion of the assessment by IQWIG the
Federal Joint Committee (G-BA) conducts a
commenting  procedure. This may provide
supplementary information and as a result lead to a
modified benefit assessment. Further information and
the decision on the early benefit assessment can be
found on the relevant page of the G-BAwebsite.


https://icer.org/
https://www.iqwig.de/en/projects/g22-05.html
https://www.iqwig.de/en/projects/g22-05.html
https://www.iqwig.de/en/projects/g22-05.html
https://www.iqwig.de/en/projects/a22-12.html
https://www.iqwig.de/en/projects/a22-12.html
https://www.iqwig.de/en/projects/a22-12.html
https://www.iqwig.de/en/home.2724.html

I\)WiG

Genericname |Brand name Typeof Link Recommendation
document

Burosumab Crvsvita
[A22-11] y
Calcifediol

[A22-00] Rayaldee
Duvelisib Conik
[A22-13] opiktra

Treatmentof X-linked
hypophosphataemia (XLH)in
patientsaged1to 17 years

with radiographic evidence of

bone disease

Treatmentof secondary
hyperparathyroidismin adult
patientswith chronic kidney
disease Stage 3 or 4 and
vitamin D insufficiency or
deficiency

Adult patientswith relapsed
or refractory chronic
lymphocyticleukaemia (CLL)

afterat least2 prior therapies

Dossier
assessment

02/05/2022

Dossier
assessment

02/05/2022

Dossier
assessment

02/05/2022

https://www.iqwig

.de/en/projects/a2

2-11.html

https://www.iqwig
.de/en/projects/a2

https://www.igwig.de/en/home.2724.html

oChildren aged 1 to 12 years with an
RSS total score > 2.0: added benefit not
proven.

oChildren aged 1 to 12 years with an
RSS total score < 2.0: added benefit not
proven.

e Adolescentsaged 13to 17 years:
added benefitnot proven.

Added benefitnot proven

2-09.html

https://www.iqwig
. n i 2

r

2-13.html

ePatients who have not yet received a
BTK inhibitor and/or a BCL-2 inhibitor:
added benefitnot proven.

ePatients after prior therapy with at
least one BTK inhibitor: added benefit
not proven.

ePatients after prior therapy with at
least one BCL-2 inhibitor: added benefit
not proven.

ePatients after prior therapy with at
least one BTK inhibitor and one BCL-2
inhibitor: added benefit not proven.
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After completion of the assessment by
IQWIG the Federal Joint Committee (G-
BA) conducts a commenting procedure.
This may provide supplementary
information and as a result lead to a
modified benefit assessment. Further
information and the decision on the
early benefit assessment can be found
on the relevant page of the G-BA
website.

After completion of the assessment by
IQWIG the Federal Joint Committee (G-
BA) conducts a commenting procedure.
This may provide supplementary
information and as a result lead to a
modified benefit assessment. Further
information and the decision on the
early benefit assessment can be found
on the relevant page of the G-BA
website.

After completion of the assessment by
IQWIG the Federal Joint Committee (G-
BA) conducts a commenting procedure.
This may provide supplementary
information and as a result lead to a
modified benefit assessment. Further
information and the decision on the
early benefit assessment can be found
on the relevant page of the G-BA
website.


https://www.iqwig.de/en/home.2724.html
https://www.iqwig.de/en/projects/a22-11.html
https://www.iqwig.de/en/projects/a22-11.html
https://www.iqwig.de/en/projects/a22-11.html
https://www.iqwig.de/en/projects/a22-09.html
https://www.iqwig.de/en/projects/a22-09.html
https://www.iqwig.de/en/projects/a22-09.html
https://www.iqwig.de/en/projects/a22-13.html
https://www.iqwig.de/en/projects/a22-13.html
https://www.iqwig.de/en/projects/a22-13.html

IquG

https://www.iqwig.de/en/home.2724.html

document

Duvelisib

[A22-14] Copiktra
Ertugliflozin

[A21-158] Steglatro
[G22-12]

Adult patientswith follicular
lymphomathatis refractory to
atleast2 prior systemic
therapies

Inadequately controlledtype 2
diabetesmellitus,as an
adjunct to diet and exercise:
monotherapyif metforminis
unsuitable due to intolerance
of contraindications;in
addition to other drugs for the
treatmentof diabetes.

Dossier
assessment

02/05/2022

Dossier
assessment

19/05/2022

.de/en/projects/a2

2-14.html

https://www.iqwig
.de/en/projects/a21

Added benefitnot proven

einsulin-naive adults with type 2 diabetes
mellitus with manifest cardiovascular disease
who have not achieved sufficient glycaemic
control with their ongoing drug treatment
consisting of at least 2 blood-glucose
lowering drugs in addition to diet and
exercise and for whom insulin therapy is
indicated: addedbenefitnot proven

elnsulin-experienced adults with type 2
diabetes  mellitus ~ without — manifest

-158.html

cardiovascular disease who have not
achieved sufficient glycaemic control with
their ongoing insulin regimen in addition to
diet and exercise: added benefit not proven
einsulin-experienced adults with type 2
diabetes mellitus with manifest
cardiovascular disease who have not
achieved sufficient glycaemic control with
their ongoing insulin regimen: added benefit
not proven
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After  completion

assessment by 1QWiG the Federal
Joint Committee (G-BA) conducts
a commenting procedure. This
may provide supplementary
information and as a result lead to
a modified benefitassessment.
Further information and the
decision on the early benefit
assessment can be found on the
relevant page of the G-BAwebsite.

After  completion of the
assessment by IQWIG the Federal
Joint Committee (G-BA) conducts
a commenting procedure. This
may provide supplementary
information and as a result lead to
a modified benefitassessment.

Further information and the
decision on the early benefit
assessment can be found on the
relevantpage of the G-BAwebsite.
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IqwiG

Genericname

Type of

Recommendation

https://www.igwig.de/en/home.2724.html

Filgotinib
[A21-155]

Isoflurane
[A22-10]

Ivacaftor +
[ivacaftor +
tezacaftor +
elexacaftor]
[A22-15]

Ivacaftor +
[ivacaftor +
tezacaftor +
elexacaftor]
[A22-16]

e hEnGE Link
document

Jyseleca

Forane

Kalydeco+
[Kaftrio]

Kalydeco+
[Kaftrio]

eAdult patients with moderately to
severely active ulcerative colitis who
have had an inadequate response
assessment https://www.i With, lost response to, or have

g_gmm intolerance or contraindications to

Adult patientswith
moderatelyto severelyactive
ulcerative colitis who have
had aninadequateresponse
with, lost response to, or are

Dossier

conventional treatment or

20/05/2022 pjects/a21-

intolerant to either 155.html treatment with a biologic drug
conventionaltreatmentora (TNFa  antagonist or integrin
biologic drug inhibitor or interleukin inhibitor):
added benefit not proven
Dossier I www.i
Sedation of mechanically assessment . 'l en) .r
;/netr;trlllsa;:c/:dcaaf:lt patientsin s/ . = Added benefitnot proven
02/05/2022 "\
Patientswith cystic fibrosis
from 6 to 11 years of age who Dossier  https://www.i
are heterozygousfor the assessment gwig.de/en/pr
ve Hint of considerable addedbenefit

F508delmutationin the CFTR
geneand have an MF
mutation on the secondallele

ojects/a22-
16/05/2022 15.html

Patientswith cystic fibrosis

from 6 to 11 years of age who hitps:/jwww.i

Dossier  qwig.de/en/pr
are homozygousforthe Added benefitnot proven
S assessment ojects/a22-
F508delmutationin the CFTR 16.html
gene
16/05/2022
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After completion of the assessment by IQWiG the
Federal Joint Committee (G-BA) conducts a
commenting  procedure. This may provide
supplementary information and as a result lead to a
modified benefit assessment. Further information
and the decision on the early benefit assessment can
be found on the relevant page of the G-BAwebsite.

After completion of the assessment by IQWiG the
Federal Joint Committee (G-BA) conducts a
commenting  procedure. This may provide
supplementary information and as a result lead to a
modified benefit assessment. Further information
and the decision on the early benefit assessment can
be found on the relevant page of the G-BAwebsite.

After completion of the assessment by IQWiG the
Federal Joint Committee (G-BA) conducts a
commenting procedure. This may provide
supplementary information and as a result lead to a
modified benefit assessment. Further information
and the decision on the early benefit assessment can
be found on the relevant page of the G-BAwebsite.

After completion of the assessment by IQWiG the
Federal Joint Committee (G-BA) conducts a
commenting  procedure. This may provide
supplementary information and as a result lead to a
modified benefit assessment. Further information
and the decision on the early benefit assessment can
be found on the relevant page of the G-BAwebsite.

1


https://www.iqwig.de/en/home.2724.html
https://www.iqwig.de/en/projects/a21-155.html
https://www.iqwig.de/en/projects/a22-10.html
https://www.iqwig.de/en/projects/a22-15.html
https://www.iqwig.de/en/projects/a22-16.html
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document

Ivacaftor +
[ivacaftor +
tezacaftor +
elexacaftor]
[A22-17]

Ivacaftor +
[ivacaftor +
tezacaftor +
elexacaftor]
[A22-18]

Ivacaftor +
[ivacaftor +
tezacaftor +
elexacaftor]
[A22-19]

Kalydeco+
[Kaftrio]

Kalydeco+
[Kaftrio]

Kalydeco+
[Kaftrio]

Patientswith cystic fibrosis
from 6 to 11 years of age who
are heterozygousforthe
F508delmutationin the CFTR
gene and have a gating
mutation (including R117H) on
the secondallele

Patientswith cystic fibrosis
from 6 to 11 years of age who
are heterozygousforthe
Fso08delmutationin the CFTR
gene and have an RF mutation
onthesecondallele

Patientswith cystic fibrosis
from 6 to 11 years of age who
are heterozygousforthe
F508delmutationin the CFTR
geneand have a mutationon
the secondallelethatis notan
MF, gating (including R117H)
or RF mutation or in whom
the mutation on the second
alleleis unknown

Dossier .
https://www.igwi
assessment .
g Added benefitnot proven
16/05/2022 .de/en/projects/a2
> 2-17.html
assDeosssSr[:gnt https://www.igwi
g Added benefitnot proven
.de/en/projects/a>
16/05/2022 .15ty
Dossier . A
t
assessmen g Added benefitnot proven
16/05/2022 >-10.html
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https://www.igwig.de/en/home.2724.html

After  completion

assessment by IQWiG the Federal
Joint Committee (G-BA) conducts
a commenting procedure. This
may provide supplementary
information and as a result lead to
a modified benefitassessment.
Further information and the
decision on the early benefit
assessment can be found on the
relevantpage of the G-BAwebsite.

After  completion of the
assessment by IQWiG the Federal
Joint Committee (G-BA) conducts
a commenting procedure. This
may  provide supplementary
information and as a result lead to
a modified benefitassessment.

Further information and the
decision on the early benefit
assessment can be found on the
relevant page of the G-BAwebsite.

After  completion of the
assessment by IQWiG the Federal
Joint Committee (G-BA) conducts
a commenting procedure. This
may provide supplementary
information and as a result lead to
a modified benefitassessment.

Further information and the
decision on the early benefit
assessment can be found on the
relevant page of the G-BAwebsite.
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Type of
Genericname |Brand name Link Recommendation
document

After  completion
assessment by IQWiG the Federal
Joint Committee (G-BA) conducts

Ivacaftor + Patientswith cystic fibrosis DIREElEr a commenting procedure. This

[ivacaftor + Kalvd from 6 to 11 years of age who R https://www.iqwig may  provide  supplementary

tezacaftor + [:a};tfci))’ are homozygousfor the : .de/en/projects/a2 added benefitnot proven information and as a result lead to
elexacaftor] '0 F508delmutationin the CFTR 16/05/2022 5 55 himl a modifiedbenefitassessment.

[A22-22] gene Further information and the

decision on the early benefit

assessment can be found on the

relevantpage of the G-BAwebsite.

After  completion of  the

assessment by IQWiG the Federal

Patientswith cystic fibrosis Joint Committee (G-BA) conducts

Ivacaftor + from 6 to 11 yee):rs of age who Lol a commenting procedure. This

[ivacaftor + Kalvdeco + are heterozygousforthe EESEEEMER https:llwvx{w.iqwig .may Rrovide supplementary

tezacaftor + [Ka);tr'o] F508delmutationin the CFTR . .de/en/projects/a2” odded benefitnot proven information and as a result lead to
elexacaftor] ' gene and have a gating L 2-23.html a modifiedbenefitassessment.

[A22-23] mutation (including R117H) on Further information and the

the second allele decision on the early benefit

assessment can be found on the

relevant page of the G-BAwebsite.

After  completion of the

assessment by IQWiG the Federal

. . . Joint Committee (G-BA) conducts

Ivacaftor + Patientswith cystic fibrosis Dossier a commenting procedure. This

PGHors i, RIS ST i

sl [K );t io] F508delmutationin the CFTR 16/05/2022 -delenjprojects/az Added benefitnot proven information and as a result lead to
elexacaftor] artrio > > 2-24.html a modifiedbenefitassessment.

gene and have an RF mutation

Further information and the
onthesecondallele

decision on the early benefit
assessment can be found on the
relevant page of the G-BAwebsite.

[A22-24]
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Genericname |Brand name U pEC] Link Recommendation
document

Ivacaftor +
[ivacaftor +
tezacaftor +
elexacaftor]
[A22-25]

Kalydeco+
[Kaftrio]

Mepolizumab
[A21-150]
[A22-42]

Nucala

Mepolizumab

[A22-43]
[A21-151]

Nucala

Patientswith cystic fibrosis
from 6 to 11 years of age who
are heterozygousforthe
Fs08delmutationin the CFTR
geneand have a mutationon
the secondallelethatis not an
MF, gating (including R117H)
or RF mutation or in whom
the mutation on the second
alleleis unknown

Add-on therapy for adults with
severe chronic rhinosinusitis
with nasalpolypsthat cannot
be adequately controlled with
systemic corticosteroids
and/orsurgery

Add-on therapy for patients
from 6 years and above with
relapsingremitting or
refractory eosinophilic
granulomatosis with
polyangiitis (EGPA)

Dossier  iipsiiwww.iqwig
assessment -de/en/projects/a2 added benefitnot proven
2-25.html
16/05/2022
Dossier
assessment+ NitPSifwww.igwig
Addendum  -deleniprojects/axi Hint of non-quantifiable added benefit
um - js0.html
20/05/2022
Dossier -
assessment +  NEtPs:/www.iqwig
0/pr 21 Hint of non-quantifiable added benefit
Addendum 151, htm|
20/05/2022
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After  completion

assessment by 1QWiG the Federal
Joint Committee (G-BA) conducts
a commenting procedure. This
may provide  supplementary
information and as a result lead to
a modifiedbenefitassessment.
Further information and the
decision on the early benefit
assessment can be found on the
relevantpage of the G-BAwebsite.

After  completion of the
assessment by IQWiG the Federal
Joint Committee (G-BA) conducts
a commenting procedure. This
may provide supplementary
information and as a result lead to
a modified benefitassessment.

Further information and the
decision on the early benefit
assessment can be found on the
relevantpage of the G-BAwebsite.

After  completion of the
assessment by IQWiG the Federal
Joint Committee (G-BA) conducts
a commenting procedure. This
may provide supplementary
information and as a result lead to
a modified benefitassessment.

Further information and the
decision on the early benefit
assessment can be found on the
relevant page of the G-BA website.
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document

Mepolizumab

[A22-45] Nucala
[A21-152]

Nivolumab
[A21-146] Opdivo
[A21-34]

Nivolumab
[A21-146] Opdivo
[A22-44]

Add-on therapy for adult
patientswith inadequately
controlledhypereosinophilic
syndrome (HES) without an
identifiable non-
haematologicalsecondary
cause

First-line treatment of adult
patientswith human
epidermal growth factor
receptor2 (HER2)-negative
advancedor metastatic
gastric (stomach), gastro-
oesophagealjunction or
oesophagealadenocarcinoma
whose tumours express

Programmed Cell Death-
Ligand 1 (PD-L1, Combined
Positive Score [CPS] = 5)

First-line treatment of adult
patientswith human
epidermal growth factor
receptor2 (HER2)-negative
advancedor metastatic
gastric, gastro-oesophageal
junction or oesophageal
adenocarcinomawhose
tumours express programmed

cell deathligand 1 (PD-L1,
combined positive score [CPS]
25)

Dossier

https://www.iqwig
assessment +
Addendum i
20/05/2022

e Adenocarcinomaofthe oesophagus:

Dossier https://www.igwig added benefit not proven.
assessment+ -de/en/projects/a>i eAdenocarcinoma of the stomach or of the

Addendum  -146.html

19/05/2022

Dossier https://www.iqwig

assessment+ - n/pr 2

gastro-oesophageal junction: hint of non-
quantifiableadded benefit.

Afteraddendum:
eOesophageal adenocarcinoma: hint of
considerableaddedbenefit.

Addendum  2-44.html

20/05/2022
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eGastric or gastro-oesophageal junction
adenocarcinoma: hint of considerable added

If the need for additional work on
a project commissioned by the G-
BA arises during consultations,
then IQWIG presents a report in

.de/en/projects/a after addendum: Hint of major added benefit the form of an "addendum". The

G-BA subsequently decides on the
extent of the added benefit, thus
completing the early benefit
assessment.

After  completion of the
assessment by IQWiG the Federal
Joint Committee (G-BA) conducts
a commenting procedure. This
may provide supplementary
information and as a result lead to
a modified benefitassessment.

Further information and the
decision on the early benefit
assessment can be found on the
relevantpage of the G-BAwebsite.

If the need for additional work on
a project commissioned by the G-
BA arises during consultations,
then IQWIG presents a report in
the form of an "addendum". The
G-BA subsequently decides on the
extent of the added benefit, thus
completing the early benefit
assessment.

15


https://www.iqwig.de/en/home.2724.html
https://www.iqwig.de/en/projects/a22-45.html
https://www.iqwig.de/en/projects/a22-45.html
https://www.iqwig.de/en/projects/a22-45.html
https://www.iqwig.de/en/projects/a21-146.html
https://www.iqwig.de/en/projects/a21-146.html
https://www.iqwig.de/en/projects/a21-146.html
https://www.iqwig.de/en/projects/a22-44.html
https://www.iqwig.de/en/projects/a22-44.html
https://www.iqwig.de/en/projects/a22-44.html
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document

Ozanimod
[A21-166]

Pembrolizumab
[A21-144]
[A22-37]

Zeposia

Keytruda

Adults with moderatelyto
severelyactive ulcerative
colitis who have had an
inadequate response with,
lost responseto, or are
intolerant toeither
conventional treatmentora
biologic drug

First-line treatment of locally
advancedunresectableor
metastatic carcinoma of the
oesophagusor human
epidermal growth factor
receptor 2 (HER2)-negative
gastroesophageal junction
adenocarcinomain adults
whose tumours express
programmed cell deathligand
1(PD-L1)(combined positive
score [CPS] > 10)

https://www.igwig.de/en/home.2724.html

e Patientswhohavehad aninadequate
response with, lost response to, or have
intolerance  or contraindications to
conventional treatment: added benefit not

https://www.iqwig proven

.de/en/projects/a21 @ Patientswhohave had an inadequate
-166.html response with, lost response to, or are

Dossier
assessment

2 2022 . . oo
0/0s/20 intolerant to treatment with a biologic drug

(TNFa antagonist or integrin inhibitor or
interleukininhibitor): added benefitnot
proven

o Adult patientswith locallyadvanced or
metastaticsquamous cell carcinoma of the
oesophagusthatcannotbe treated
curatively and whose tumours express PD-L1
(CPS = 10); first-line treatment: hint of major
addedbenefit
eAdult patients with locally advanced or
metastatic HER2-negative adenocarcinoma
Dossier https://www.iqwig of the oesophagus or of the
assessment+ .de/en/projects/a21 gastroesophageal junction that cannot be

Addendum  =144.html treated curatively and whose tumours
express PD-L1(CPS = 10); first-linetreatment:
05/05/2022 addedbenefitnot proven

After completionof the
assessmentby IQWiGthe Federal
Joint Committee (G-BA) conducts
a commenting procedure. This
may provide supplementary
information and as a result lead to
a modified benefitassessment.
Further information and the
decision on the early benefit
assessmentcan be found on the
relevant page of the G-BAwebsite.

After  completion of  the
assessment by IQWiG the Federal
Joint Committee (G-BA) conducts
a commenting procedure. This
may provide  supplementary
information and as a result lead to
a modified benefitassessment.

Further information and the
decision on the early benefit

eAdult patients with locally advanced or assessment can be found on the
metastatic HER2-positive adenocarcinoma of relevant page of the G-BA website.

the oesophagusthat cannotbe treated
curatively and whose tumours express PD-L1
(CPS = 10); first-linetreatment:added benefit
not proven

NEWSLETTER di HTA - May 2022

16


https://www.iqwig.de/en/home.2724.html
https://www.iqwig.de/en/projects/a21-166.html
https://www.iqwig.de/en/projects/a21-166.html
https://www.iqwig.de/en/projects/a21-166.html
https://www.iqwig.de/en/projects/a21-144.html
https://www.iqwig.de/en/projects/a21-144.html
https://www.iqwig.de/en/projects/a21-144.html

name document

Pembrolizumab

[A21-145]
[A22-36]

Sacituzumab

[A21-154]
[A22-41]

Sofosbuvir/velpatasvir

[A22-26]

Sotorasib
[A22-28]

Keytruda

Trodelvy

Epclusa

Lumykras

Adult patientswith locally
recurrent unresectableor
metastatictriple-negative
breast cancer whose tumours
express PD-L1(combined
positive score = 10) and who
have not received prior
chemotherapyfor metastatic
disease

Adult patientswith
unresectable or metastatic
triple-negative breast cancer
who have had two or more
prior systemictherapies
including at least one of them
foradvanceddisease

Childrenfrom 3 to < 6 years of
age with chronic HCV infection

Adult patientswith advanced
non-smallcelllung cancer
(NSCLC) with KRAS G12C
mutation and who have
progressed afterat leastone
prior line of systemictherapy

Dossier
assessment +
Addendum https:/www
05/05/2022 projects/a21- Hint of non-quantifiableadded benefit
145.html
Dossier

assessment+ https://www
Addendum  .iqwig.defen/ ) )
roiects/azi- Hint of major added benefit

20/05/2022  154.html
Dossier https://www e Genotype 1,4, 5 or 6: added benefit

assessment -iqwig.de/en/ not proven.
projects/a22- ®eGenotype 2 or 3: added benefit not

https://www.igwig.de/en/home.2724.html

After completion of the assessment by
IQWIG the Federal Joint Committee (G-BA)
conducts a commenting procedure. This may
provide supplementary information and as a
result lead to a modified benefit assessment.
Further information and the decision on the
early benefit assessment can be found on the
relevant page of the G-BAwebsite.

After completion of the assessment by
IQWIG the Federal Joint Committee (G-BA)
conducts a commenting procedure. This may
provide supplementary information and as a
result lead to a modified benefit assessment.
Further information and the decision on the
early benefit assessment can be found on the
relevant page of the G-BAwebsite.

After completion of the assessment by
IQWIG the Federal Joint Committee (G-BA)
conducts a commenting procedure. This may
provide supplementary information and as a
result lead to a modified benefit assessment.
Further information and the decision on the
early benefit assessment can be found on the
relevantpage of the G-BAwebsite.

After completion of the assessment by
IQWIG the Federal Joint Committee (G-BA)
conducts a commenting procedure. This may

16/05/2022  26.html proven.
eAfter first-line therapy with a PD-1/PD-
L1 antibody as monotherapy: added

benefitnot proven.

. eAfter first-line therapy with cytotoxic
Dossier chemotherapy: added benefit not

assessment f;tgvpis:llwwnv proven.

.iqwig.de/en/

16/05/2022 SLO#‘QQIS@U antibody in combination
Atm platinum-containing chemotherapy

after sequential therapy with a PD-1/PD-
L1 antibody and platinum-containing
not

chemotherapy: added benefit

proven.
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eAfter first-line therapy with a PD-1/PD-
with

provide supplementary information and as a
result lead to a modified benefit assessment.
o Further information and the decision on the
early benefit assessment can be found on the
relevantpage of the G-BAwebsite.
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N Ic National Institute for
Health and Care Excellence

Avelumab Bavencio

Romosozumab Evenity

https://www.nice.org.uk/

Avelumab is recommended as an option for maintenance treatment of locally
httbs://www.nice advanced or metastatic urothelial cancer that has not progressed after
org L;k! ;uida;nce platinum-based chemotherapy inadults, onlyif:
Jta788/resources © avelumabis stopped at 5 years of uninterrupted treatmentor earlier if the disease
progressesand

maintenance w ¢ the company provides avelumab according to the commercial arrangement.
treatmentof locally maintenance-
advanced Technologyappraisal treatment-of: The list price is £768.00 per 200 mg/10 ml concentrate for solution for infusion
or metastatic guidance [TA788] %vials (excluding VAT; BNF online, accessed February 2022).
urothelial or-metastatic-
cancer after 11/05/2022 urothelial- Avelumab meets NICE's criteria to be considered a life-extending treatment at the end
platinum-based %—after— of life. This is because although there are different ways to estimate life expectancy,
chemotherapy platinumbased- overall, it is likely that most people who would have been eligible for treatment with
chemotherapy- avelumabwould live on averageless
pdf- than 24 months. The most likely cost-effectiveness estimates are within what NICE
8261563554501 usually considers an acceptable use of NHS resources for end of life treatments. So

avelumabis recommended, if it is stopped at 5 years or earlier if the disease progreses.

Romosozumabis recommendedas an option for treating severe osteoporosisin
people aftermenopause whoare at high risk of fracture, onlyif:

ethey have had a major osteoporotic fracture (spine, hip, forearm or humerus
fracture)

within 24 months (so are at imminentrisk of anotherfracture) and

e the company provides romosozumab according to the commercial arrangement.

mp;{!%nlce The price for romosozumab is £427.75 for 2 pre-filled pens administered
gg¥lg%subcutaneously as a single monthly dose (BNF online, accessed October 2021).

[ta791/resources/ : ;
Technologyappraisal rarmososumab. The' company has a .comm'erCIaI arrangement. This makes romosozumab
FOMOSOzUMAD-= 5y ajjableto the NHS with a discount.

idance [TA791 c
severe osteoporosis gul [TA791] for-treating-

25/05/2022 % osic Clinical trial evidence suggests that romosozumab followed by alendronic acid is more
OSLEOPOrosIS:=  effective at reducing the risk of fractures than alendronic acid alone. Comparing
pdf- romosozumab indirectly with other bisphosphonates and other medicines for this
8261612263365 (o dition suggests that romosozumab is likely to be at least as effective at reducing

the risk of fractures in people with osteoporosis after menopause. But the extent of
the benefit is uncertain because of differences between the trial populations in the
indirect comparisons. The most likely cost-effectiveness estimates for romosozumab
followed by alendronic acid, compared with alendronic acid alone, are within what
NICE normally considers an acceptable use of NHS resources. So, romosozumab is
recommended


https://www.nice.org.uk/
https://www.nice.org.uk/guidance/ta788/resources/avelumab-for-maintenance-treatment-of-locally-advanced-or-metastatic-urothelial-cancer-after-platinumbased-chemotherapy-pdf-82611563554501
https://www.nice.org.uk/guidance/ta788/resources/avelumab-for-maintenance-treatment-of-locally-advanced-or-metastatic-urothelial-cancer-after-platinumbased-chemotherapy-pdf-82611563554501
https://www.nice.org.uk/guidance/ta788/resources/avelumab-for-maintenance-treatment-of-locally-advanced-or-metastatic-urothelial-cancer-after-platinumbased-chemotherapy-pdf-82611563554501
https://www.nice.org.uk/guidance/ta788/resources/avelumab-for-maintenance-treatment-of-locally-advanced-or-metastatic-urothelial-cancer-after-platinumbased-chemotherapy-pdf-82611563554501
https://www.nice.org.uk/guidance/ta788/resources/avelumab-for-maintenance-treatment-of-locally-advanced-or-metastatic-urothelial-cancer-after-platinumbased-chemotherapy-pdf-82611563554501
https://www.nice.org.uk/guidance/ta791/resources/romosozumab-for-treating-severe-osteoporosis-pdf-82611612263365
https://www.nice.org.uk/guidance/ta791/resources/romosozumab-for-treating-severe-osteoporosis-pdf-82611612263365
https://www.nice.org.uk/guidance/ta791/resources/romosozumab-for-treating-severe-osteoporosis-pdf-82611612263365

N Ic National Institute for
Health and Care Excellence

https://www.nice.org.uk/

Tepotinib is recommended, within its marketing authorisation, as an option for
treating advanced non-small-cell lung cancer (NSCLC) with METex14 skipping
alterations in adults, only if the company provides tepotinib according to the
commercial arrangement.

https:/jwww.nice.org.u The list price of tepotinib is £7,200 for 60x250-mg tablets. The company has a

k/guidance/ta789/reso .o mmercial arrangement. This makes tepotinib available to the NHS with a
Technologyappraisal urces/tepotinib-for- AfsEeuit.

advancednon-small-

celllung . ;
Tepotinib Tepmetko  cancerwith MET guidance [TA789] ;re::::i[—[aci\l/lj:?(_j-
gene nonsmailcell-lung- Clinical trial evidence suggests a clinical benefit for tepotinib. It has been
alterations 18/05/2022 cancer-with-met-gene- i, jiro ctly compared with other treatments in 2 ways, but the results of both are
alterations-pdf- =

8261156523411 Tepotinib meets NICE's criteria to be considered a life-extending drug at the end

of life for people who have had previous treatment, but not for people who have
not had previous treatment. For both groups, the cost-effectiveness estimates
are within the range NICE normally considers an acceptable use of NHS
resources. So, tepotinibis recommended.
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https://www.nice.org.uk/
https://www.nice.org.uk/guidance/ta789/resources/tepotinib-for-treating-advanced-nonsmallcell-lung-cancer-with-met-gene-alterations-pdf-82611565234117
https://www.nice.org.uk/guidance/ta789/resources/tepotinib-for-treating-advanced-nonsmallcell-lung-cancer-with-met-gene-alterations-pdf-82611565234117

Scottish
Medicines
Consortium

Cemiplimab Libtayo

Dapagliflozin Forxiga

Daratumumab Darzalex

As monotherapyfor the
first-line treatment of adult
patientswith non-small cell
lung cancer
(NSCLC)expressing PD-L1
(in 250% tumour cells), with
no EGFR, ALK or ROS1
aberrations, who have:

https://www.scottishm the holder of the
Medicine advice edicines.org.uk/medici authorisation:
nes-advice/cemiplimab-
libtayo-nonsub-

smc2489/

cemiplimab (Libtayo®) is not
recommended for use within
NHSScotland.

9.05.2022

locallyadvanced NSCLC
who are not candidatesfor
definitive chemoradiation,
or

metastaticNSCLC

https://www.scottishm
Medicine advice edicines.org.uk/medici
nes-
advice/dapagliflozin-
forxiga-full-smc2428/

following a  full

Adult treatment of chronic
kidney disease. for restricted use

.05.2022
S NHSScotland.

In combination with

bortezomib, melphalan and https://www.scottishm

prednisone for the Medicine advice edicines.org.uk/medici following a full submission:
treatmentof adult patients nes- daratumumab (Darzalex®) is not

with newlydiagnosed ad ice/daratumumab- recommended for use within
multiple myelomawho are iv-and-sc-darzalex-full- NHSScotland

ineligible for autologous SmMc2416/

stem cell transplant.

9.05.2022
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https://www.scottishmedicines.org.uk/

in the absence of a submission from
marketing The holder of the marketing authorisation

submission:
dapagliflozin (Forxiga®) is accepted
within

has not made a submission to SMC
regarding this product in this indication. As
a result we cannot recommend its use
within NHSScotland.

In a randomised, double-blind, phase Il
study in patients with chronic kidney
disease, treatment with dapagliflozin added
to standard of care significantly reduced
the risk of first occurrence of 250%
sustained decline in estimated glomerular
filtration rate, end stage renal disease,
cardiovascular death or renal death when
compared with standard of care alone.

In an open-label, phase IlI study, the
addition of daratumumab to bortezomib,
melphalan, and prednisone was associated
with a significant improvement in
progression-free survival.

The submitting company’s justification of
the treatment’s cost in relation to its health
benefits was not sufficient and in addition
the company did not present a sufficiently
robust economic analysis to gain
acceptance by SMC.

20


https://www.scottishmedicines.org.uk/medicines-advice/cemiplimab-libtayo-nonsub-smc2489/
https://www.scottishmedicines.org.uk/medicines-advice/cemiplimab-libtayo-nonsub-smc2489/
https://www.scottishmedicines.org.uk/medicines-advice/cemiplimab-libtayo-nonsub-smc2489/
https://www.scottishmedicines.org.uk/medicines-advice/dapagliflozin-forxiga-full-smc2428/
https://www.scottishmedicines.org.uk/medicines-advice/daratumumab-iv-and-sc-darzalex-full-smc2416/
https://www.scottishmedicines.org.uk/

Scottish
Medicines
Consortium

Filgotinib Jyseleca

Liraglutide Saxenda

Mepolizumab  Nucala

Treatment of adult patients
with moderatelyto
severelyactive ulcerative
colitis (UC) who have had
aninadequateresponse
with, lost response to, or
were intolerantto either
conventionaltherapyor a
biologic agent.

following an abbreviated

https://www.scottishm e
submission:

edicines.org.uk/medici
Medicine advice nes-advice/filgotinib-
jyseleca-uc-abb-
smc2467/

filgotinib (Jyseleca®) is
accepted for use within

9.05.2022 NHSScotland.

As an adjunct to a reduced-
calorie diet and increased
physicalactivity for weight
managementin adult
patientswith an initial Body
Mass Index (BMI) of:

https://www.scottishm following a resubmission:

edicines.org.uk/medici

nes-advice/liraglutide- liraglutide (Saxenda®) is
Medicine advice saxenda-resub- accepted for restricted use

smc2455/ within NHSScotland.

9.05.2022

As an add-ontreatment for
patientsaged6 years and
older with relapsing-
remitting or refractory
eosinophilic
granulomatosiswith
polyangiitis (EGPA).

https://www.scottishm

edicines.org.uk/medici
Medicine advice nes-
advice/mepolizumab-
nucala-egpa-nonsub-
smc2490/

from the holder of
marketingauthorisation:

9.05.2022

NHSScotland.
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in the absence of a submission

mepolizumab (Nucala®) is not
recommended for use within

https://www.scottishmedicines.org.uk/

Filgotinib provides an additional treatment choice
in the therapeutic class of janus kinase (JAK)
inhibitors.

This advice applies only in the context of an
approved NHSScotland Patient Access Scheme
(PAS) arrangement delivering the cost-
effectiveness results upon which the decision was
based, or a PAS/ list price that is equivalent or
lower.

In a phase Il study, liraglutide, as an adjunct to
diet and exercise, was associated with significant
reduction in body weight compared with placebo
in patients with BMI >30kg/m? or 227kg/m? if they
had dyslipidaemiaor hypertension.

This advice applies only in the context of an
approved NHSScotland Patient Access Scheme
(PAS) arrangement delivering the cost-
effectiveness results upon which the decision was
based, or a PAS/ list price that is equivalent or
lower.

*a lower BMI cut-off may be more appropriate for
members of minority ethnic groups known to be
at equivalent risk of the consequences of obesity
at a lower BMI thanthe white population.

The holder of the marketing authorisation has not
made a submission to SMC regarding this product
in this indication. As a result we cannot
recommendits use within NHSScotland.
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Scottish
Medicines
Consortium

Mepolizumab  Nucala
Mepolizumab  Nucala
Nivolumab Opdivo
Oritavancin Tenkasi

As add-ontreatmentfor
adult patients with
inadequately controlled
hypereosinophilic
syndrome without an
identifiable non-
haematologicsecondary
cause.

As an add-ontherapy with
intranasal corticosteroids
for the treatment of adult
patientswith severe
chronic rhinosinusitis with
nasalpolypsforwhom
therapywith systemic
corticosteroids and/or
surgery do not provide
adequate control.

as monotherapyfor the
adjuvanttreatment of
adult patients with
completelyresected
oesophageal or gastro-
oesophagealjunction
cancer who have residual
pathologicdisease
following prior
neoadjuvant
chemoradiotherapy.

treatmentof acute
bacterial skin and skin
structure infections
(ABSSSI)in adults.

Medicine advice

9.05.2022

Medicine advice

9.05.2022

Medicine advice

9.05.2022

Medicine advice

9.05.2022

https://www.scottishm
edicines.org.uk/medici
nes-
advice/mepolizumab-
nucala-hs-nonsub-

smc2488/

https://www.scottishm holder  of

edicines.org.uk/medici

nes-

advice/mepolizumab-

nucala-scr-nonsub-
SMC2491

https://www.scottishm

icines.org.uk/m
nes-advice/nivolumab-
opdivo-full-smc2429/

in the absence of a
submission from the

holder  of  the
marketing
authorisation:
mepolizumab
(Nucala®) is  not

recommended for use
within NHSScotland.
in the absence of a
submission from the

the
marketing
authorisation:
mepolizumab
(Nucala®) is  not

recommended for use
within NHSScotland.

following a full
submission:

nivolumab (Opdivo®)
is accepted for use
within NHSScotland.

following a

https://www.scottishm resubmission:
ed;_es_@gy_k]medm oritavancin (Tenkasi®) patients with ABSSSI, oritavancin was non-inferior to a

vi ritavancin-

is accepted

https://www.scottishmedicines.org.uk/

The holder of the marketing authorisation has not made
a submission to SMC regarding this product in this
indication. As a result we cannot recommend its use
within NHSScotland.

The holder of the marketing authorisation has not made
a submission to SMC regarding this product in this
indication. As a result we cannot recommend its use
within NHSScotland.

In one randomised, double-blind, phase IIl study,
nivolumab significantly improved disease-free survival
compared with placebo in patients with oesophageal or
gastro-oesophageal junction cancer who had complete
resection and residual pathologic disease after
neoadjuvant chemoradiotherapy.

This advice applies only in the context of approved
NHSScotland  Patient Access Scheme  (PAS)
arrangements delivering the cost-effectiveness results
upon which the decision was based, or PAS/ list prices
thatare equivalentor lower.

In two randomised, phase Ill, double-blind studies of

for glycopeptide antibiotic for clinical cure at the end of

n
tgn_kams&smcmﬂ restricted use within treatmentin the clinically evaluable population.

NHSScotland.
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https://www.scottishmedicines.org.uk/medicines-advice/mepolizumab-nucala-hs-nonsub-smc2488/
https://www.scottishmedicines.org.uk/medicines-advice/mepolizumab-nucala-scr-nonsub-smc2491/
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Scottish

Medicines
Consortium

Pembrolizumab

Venetoclax

Keytruda

Venclyxto

https://[www.scottishmedicines.org.uk/

In combination with SMC Restriction: treatment with pembrolizumab is
platinumand subject to a two-yearclinical stoppingrule.
fluoropyrimidine based following a  full

chemotherapy, for the first- submission assessed In a phase Il study, pembrolizumab in combination with
line treatment of patients . under the end of life chemotherapy was associated with significantly
with locallyadvanced m‘iﬂw medicine process: improved progression-free survival and overall survival
unresectable or metastatic edicines.org.uk/medici compared with chemotherapyalone.

carcinoma of the Medicine advice "% . pembrolizumab

oesophagusor HER-2 f’*’mlm%’m (Keytruda®) is This advice applies only in the context of approved
negative gastroesophageal 9.05.2022 -keytruda-full-smc2420/ accepted for restricted NHSScotland ~ Patient ~ Access  Scheme  (PAS)
junction adenocarcinomain use within arrangements delivering the cost-effectiveness results
adults whose tumours NHSScotland. upon which the decision was based, or PAS/ list prices
express PD-L1with a thatare equivalentor lower.

CPS=210.

Venetoclax in combination with obinutuzumab,
compared with standard therapies, was associated with

In combination with following a fullclinical benefits in patients who were fit and unfit to

obinutuzumab for the https://www.scottishm submission: venetoclaxreceive FCR chemo-immunotherapy.

treatmentof adult patients Medicine advice edicines.org.uk/medici (Venclyxto®) is

with previously untreated nes-advice/venetoclax- accepted for restricted This advice applies only in the context of an approved

chronic lymphocytic 9.05.2022  venclyxto-full-smc2427/ use within NHSScotland Patient Access Scheme (PAS) arrangement

leukaemia (CLL). NHSScotland. delivering the cost-effectiveness results upon which the
decision was based, or a PAS/ list price that is equivalent
or lower.
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https://www.scottishmedicines.org.uk/
https://www.scottishmedicines.org.uk/medicines-advice/pembrolizumab-keytruda-full-smc2420/
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